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WHAT IS THIS STUDY
ABOUT?

For many vears, people with heroin
and other opioid addictions have been
treated with medication. The most
common medication has been metha-
done. However, in October 2002, the
FDA approved a newer drug called
BUP/NX (buprenorphine naloxone) as
an alternative to methadone treatment.

Since that time, the FDA has asked
for a study that compares the impact
of these two medications on the liver.
By participating in this study, you will
help answer important questions about
these medications.

You will be eligible to participate if
you are:

* At least 18 years old;
» Dependent on opiates;

* Wanting to be treated with a
medication therapy; and

* Not allergic to the medications
used 1in the trial and do not have any
medical or psychological disorder
that would make participation
dangerous.

WHAT IF 1 WANT TO JOIN?
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. The first step 1s to contact the

research clinic for an appointment. At
this visit, the study will be explained
to you in detail and you will be asked
questions about your drug/alcohol use
and your medical history.

If you still qualify, you will have a
physical exam, a blood test to check
your liver function and make sure you
are healthy (and a pregnancy test if
female), a urine test for drugs of abuse
and kidney function, a breath sample
to test for alcohol use, and a confiden-
tial test for HIV. You will be given the
results of all of these tests and will be
given counseling or referrals if
appropriate.

. If all study criteria are met, you will be

assigned at random (for example, by

the flip of a coin) to receive either
methadone or BUP/NX. You will be

asked to take the medication every day
up to 32 weeks.

. The study medication will be given

daily with take home doses depend-
ing on clinic procedures. In addition,
you will be given medical tests, asked
questions about the medication and
your behavior, and provided drug
abuse counseling normally offered by
the clinic. Over the course of the 32-

week trial, you will be asked for 10
blood samples to monitor your liver
and kidney function.

Once a week, you will be asked for a
urine sample to check kidney function
and to test for drugs such as heroin,
cocaine, etc.

How long will I be in the study?

You will be 1n this study for 32 weeks
(at least 24 weeks on medication).

How many other people will be in
the study?

Approximately 1,000 people will be
participating in the study across 9
sites in the United States.

Will I receive anything for
participating?”

You will be given cash or gift
certificate to cover your travel
expenses and time. If you stop be-
ing in the study before it ends, you
will be paid for all appointments you
keep.

Does the medication have any
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You may have side effects from the
medications used in this study. While
you are in the study, you will be
watched for known side effects.




